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Dear Dr. Woodcock: 

On behalf’ of the National Center liar Inl~clious Discascs (NCID), Centers for Disease C’ontrol 
and Prevention (C’IIC.‘). I am wr-itinl: to express strong support for the new labeling requirements 
for systemic antibacterial drug products intended fbr human use that were recently proposed by 
Ihe Center for Drug Evaluation and Rcscarch (C’IIEK). Food and Drng Administration (FnA) 

The need for these new requirements is well cxplaincd in Ihe announcement proposing the rule 
(Federal Register September 19, 2000;65:565 I I-18). Labeling changes such as this are 
consistent with several action items to promr3tr more appropriate antimicrobial USC that are 

included in the draft Public Ilcalth Action Pian to Combat Antimicrobiai Resislancc 
(http://w\ w.cdc,~ov/dru~csjstancc/actionnlan/index.&n). This Plan, as you know, was 
developed by an lntcragency I ask borce on Antimlcrohlai Itcsrstance, co-chalrcd by (.:1X:, FDA, 
and the National institutes of I lealth, and is now in the linal stages of review. For the label 
change b t~avc an impicl, il will hc importanl to ensure that all anntirnicrohial drug promotional 
and marketing activities, whclhcr directed at clinicians. health cart organizations, or the public, 
explicitly and thoroughly communicate Ihe cautions exprcsscd. 
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1 congatulatc CDEK on dcvcloping and proposing this important label change. My colicagues in 
NCID and I look foI-\vitrd to ccmtinncd collaboration with CDER in activities ‘to combat the 
emerging threat of antimicrobial resistance. 
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1 Jmcs M. Hughes. MD 7 

Director 
National Ccntcr for lnfcctious Discascs 
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